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DETAILED ACTION 

1 . The reply filed November 9, 2007, has been received and entered. Claims 1-28 are 
pending. 

Response to Amendment 

2. Applicant's amendments to the specification appropriately address the objections to the 
disclosure, and accordingly, these objections are withdrawn. 

Response to Arguments 

3. Applicant's arguments regarding the rejection of claims 1-28 under 35 U.S.C. § 101, as 
failing to achieve a useful, concrete and tangible result, have been fully considered and are 
persuasive. However, applicant has not rebutted the rejection of claims 1-12 under § 101, as 
reciting functional descriptive material, per se, and accordingly the rejection of claims 1-12 
under § 101 is maintained . The rejection of claims 13-28 under § 101 is withdrawn . 

4. Applicant's arguments regarding the disclosure of Walsh (Remarks pp. 19-21) have been 
fully considered but they are not persuasive. As Walsh discloses, for example in paragraph 
[0052], a system administrator configures the SQA Management System to support the 
requirements of an organization being audited, including how that organization intends to 
implement SQA. Once the system is properly configured, then the system is operable (through 
dynamically generate content by launching scripts, code and/or software calls; paragraphs [0039] 
and [0040]) to dynamically generate reports and automatically provide notifications based on 
escalated findings (paragraph [0052]) corresponding to documented auditing activities. Such 
automatic reporting (of notifications and formatted reports) is made possible through customized 
distributed computer-based automated Software Quality Assurance Management System (e.g., 
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paragraph [0012]) disclosed by Walsh, which is application computer code resulting from the 
automatic translation of the configuration data (updating a core rules engine) and documented 
auditing activities (a user-data-to-metric-data mapping). 

Claim Rejections - 35 USC § 101 
'5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

6. Claims 1-12 are rejected under 35 U.S.C. 101 because the claimed invention is directed 
to non-statutory subject matter. 

Descriptive material can be characterized as either "functional descriptive material" or 
"nonfunctional descriptive material." In this context, "functional descriptive material" consists 
of data structures and computer programs which impart functionality when employed as a 
computer component. (The definition of "data structure" is "a physical or logical relationship 
among data elements, designed to support specific data manipulation functions." The New IEEE 
Standard Dictionary of Electrical and Electronics Terms 308 (5th ed. 1993).) "Nonfunctional 
descriptive material" includes but is not limited to music, literary works and a compilation or 
mere arrangement of data. Both types of "descriptive material" are nonstatutory when claimed 
as descriptive material perse. In re Warmerdam, 33 F.3d 1354, 1361, 31 USPQ2d 1754, 1760 
(claim to a data structure per se held nonstatutory). 

Data structures not claimed as embodied in computer-readable media are descriptive 
material per se and are not statutory because they are not capable of causing functional change in 
the computer. See, e.g., In re Warmerdam, 33 F.3d 1354, 1361, 31 USPQ2d 1754, 1760 (claim to 
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a data structure per se held nonstatutory). Such claimed data structures do not define any 
structural and functional interrelationships between the data structure and other claimed aspects 
of the invention which permit the data structure's functionality to be realized. In contrast, a 
claimed computer-readable medium encoded with a data structure defines structural and 
functional interrelationships between the data structure and the computer software and hardware 
components which permit the data structure's. functionality to be realized, and is thus statutory. 

Similarly, computer programs claimed as computer listings per se, i.e., the descriptions or 
expressions of the programs, are not physical "things." They are neither computer components 
nor statutory processes, as they are not "acts" being performed. Such claimed computer 
programs do not define any structural and functional interrelationships between the computer 
program and other claimed elements of a computer which permit the computer program's 
functionality to be realized. In contrast, a claimed computer-readable medium encoded with a 
computer program is a computer element which defines structural and functional 
interrelationships between the computer program and the rest of the computer which permit the 
computer program's functionality to be realized, and is thus statutory. See In re Lowry, 32 F.3d 
1579, 1583-84, 32 USPQ2d 1031, 1035. 

Claims 1-12 recite a "system" comprising a series of elements that can be reasonably 
interpreted as software, per se. The claims do not define any structural and functional 
interrelationships between the software elements and a computer that would permit the described 
functionality to be realized when the software is employed as a computer component. 
Accordingly, claims 1-12 appear to merely set forth functional descriptive material per se, which 
is nonstatutory. 
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7. To expedite a complete examination of the instant application, the claims rejected under 
35 U.S.C. §101 (non-statutory) above are further rejected as set forth below in anticipation of 
Applicant amending these claims to place them within the four statutory categories of invention. 

Claim Rejections - 35 USC §102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

9. Claims 1-4, 7-16, and 19-28 are rejected under 35 U.S.C. 102(e) as being anticipated by 
U.S. Patent App. Pub. No. 2002/0147620 (Walsh). 

Regarding claim 1, Walsh discloses: 

(a) a core rules engine containing computer code implementing industry standards 
reporting rules, the core rules engine being updateable by a programmer based on changes to the 
industry standards reporting rules (see, e.g., paragraph [0052]); 

(b) a user-data-to-metric-data mapping data structure including end-user defined links 
between user-specific data formats and locations and the rules defined in the core reporting 
engine (see, e.g., paragraphs [0038] and [0039]); and 

(c) a translator for automatically translating, based on the links in the user-data-to-metric- 
data mapping data structure, the computer code in the core rules engine to user-specific industry 
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standards rules application computer code for applying the industry standards reporting rules to 
user-specific data (see, e.g., paragraphs [0044] through [0049]; paragraph [0056]). As Walsh 
discloses, for example in paragraph [0052], a system administrator configures the SQA 
Management System to support the requirements of an organization being audited, including 
how that organization intends to implement SQA. Once the system is properly configured, then 
the system is operable (through dynamically generate content by launching scripts, code and/or 
software calls; paragraphs [0039] and [0040]) to dynamically generate reports and automatically 
provide notifications based on escalated findings (paragraph [0052]) corresponding to 
documented auditing activities. Such automatic reporting (of notifications and formatted reports) 
is made possible through customized distributed computer-based automated Software Quality 
Assurance Management System (e.g., paragraph [0012]) disclosed by Walsh, which is 
application computer code resulting from the automatic translation of the configuration data 
(updating a core rules engine) and documented auditing activities (a user-data-to-metric-data 
mapping). 

Regarding claim 2, Walsh further discloses the computer code in the core rules engine is 
based only on industry standards reporting requirements (see, e.g., paragraph [0042]). 

Regarding claim 3, Walsh further discloses the computer code in the core rules engine is 
independent of the user data formats and locations (see, e.g., paragraph [0035]). 

Regarding claim 4, Walsh discloses the industry standards reporting rules include TL 
9000 reporting rules (see, e.g., paragraphs [0001] and [0042]). 
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Regarding claim 7, Walsh further discloses the user-data-to-metric-data mapping data 
structure associates end user variable names with variable names used in the computer code of 
the core rules engine (see, e.g., paragraphs [0039], [0044] through [0049], and [0056]). 

Regarding claim 8, Walsh further discloses the user-data-to-metric-data mapping data 
structure comprises a table (see, e.g., paragraph [0051]). 

Regarding claim 9, Walsh further discloses the computer code in the core rules engine is 
in source code format and wherein the translator is adapted to translate the computer code in the 
core rules engine into the user-specific industry standards rules application computer code, 
which is also in source code format (see, e.g., paragraphs [0035] and [0040]). 

Regarding claim 10, Walsh further discloses a core report generation engine for 
implementing industry standards reporting rules (see, e.g., paragraphs [0044] through [0049]; 
paragraph [0056]). 

Regarding claim 11, Walsh further discloses a user-report-to-metric-data mapping data 
structure for mapping user-specific report formats to industry standard variable names (see, e.g., 
paragraphs [0039], [0044] through [0049], and [0056]), wherein the translator is adapted to 
translate the computer code in the core report generation engine to user-specific report 
generation computer code based on the user-report-to-metric-data mapping table (see, e.g., Id.), 
wherein a user generates processed data in industry standard format by applying the rules 
application computer code to raw measurements data (see, e.g., paragraph [0054]) and wherein 
the user generates customized reports by applying the user-specific report generation computer 
code to the processed data (see, e.g., paragraphs [0054] and [0056]). 
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Regarding claim 12, Walsh further discloses a web interface for providing end user 
access to the user-data-to-metric-data mapping data structure (see, e.g, paragraphs [0025], 
[0028], and [0035]). 

Regarding claim 13, Walsh discloses: 

(a) providing core industry standards rules computer code based on core industry 
standards reporting rules (see, e.g., paragraph [0052]); 

(b) providing a user-data-to-metric-data mapping data structure including end-user- 
modifiable fields for linking user-specific data formats and locations to the core industry 
standards reporting rules in the core industry standards reporting computer code (see, e.g., 
paragraphs [0038] and [0039]); and 

(c) automatically translating, using the links defined in the user-data-to-metric data 
mapping data structure, the core industry standards rules computer code into user-specific 
industry standards rules application computer code for applying the core industry standards 
reporting rules to user-specific data (see, e.g., paragraphs [0044] through [0049]; paragraph 
[0056]). As Walsh discloses, for example in paragraph [0052], a system administrator 
configures the SQA Management System to support the requirements of an organization being 
audited, including how that organization intends to implement SQA. Once the system is 
properly configured, then the system is operable (through dynamically generate content by 
launching scripts, code and/or software calls; paragraphs [0039] and [0040]) to dynamically 
generate reports and automatically provide notifications based on escalated findings (paragraph 
[0052]) corresponding to documented auditing activities. Such automatic reporting (of 
notifications and formatted reports) is made possible through customized distributed computer- 
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based automated Software Quality Assurance Management System (e.g., paragraph [0012]) 
disclosed by Walsh, which is application computer code resulting from the automatic translation 
of the configuration data (updating a core rules engine) and documented auditing activities (a 
user-data-to-metric-data mapping). 

Regarding claim 14, Walsh further discloses providing core industry standards rules 
computer code based on industry standards reporting rules includes providing core industry 
standards rules computer code that is independent of user-specific data formats and locations 
(see, e.g., paragraph [0035]). 

Regarding claim 15, Walsh further discloses providing core industry standards rules 
computer code based on industry standards reporting rules includes providing core industry 
standards rules computer code that is based only on industry standards reporting rules (see, e.g., 
paragraph [0042]). 

Regarding claim 16, Walsh further discloses providing core industry standards rules 
computer code includes providing core industry standards computer code based on 
telecommunications industry standards reporting rules (see, e.g., paragraphs [0001] and [0042]). 

Regarding claim 19, Walsh further discloses providing a user-data-to-metric-data 
mapping data structure includes providing a user-data-to-metric-data mapping table that is 
modifiable by an end user (see, e.g., paragraphs [0038], [0039] and [0051]). 

Regarding claim 20, Walsh further discloses automatically translating the core industry 
standards rules computer code in to user-specific industry standards rules application computer 
code includes executing a translation script that generates the user-specific industry standards 
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rules computer code based on links in the user-data-to-metric-data mapping data structure (see, 
e.g., paragraphs [0035] and [0040]). 

Regarding claim 21, Walsh further discloses updating the user-specific industry standards 
rules application computer code by replacing the core industry standards rules computer code 
with a new version based on new industry standards reporting rules and re-executing the 
translation step (see, e.g., paragraphs [0035], [0040], and [0052]). 

Regarding claim 22, Walsh further discloses applying the user-specific industry standards 
rules application computer code to user data to produce processed data in accordance with 
industry standards reporting rules (see, e.g., paragraphs [0044] through [0049]; paragraph 
[0056]). 

Regarding claim 23, Walsh further discloses (a) providing a core report generation engine 
for generating reports in accordance with industry standards report requirements (see, e.g., 
paragraph [0052]); (b) providing a user-report-to-metric-data mapping data structure containing 
rules for mapping user-specific report formats to industry standards variables (see, e.g., 
paragraphs [0038] and [0039]); (c) automatically translating the core report generation engine 
into a user-specific report generation engine using the user-report-to-metric -data mapping data 
structure (see, e.g., paragraphs [0044] through [0049]; paragraph [0056]); and (d) applying the 
user-specific report generation engine to the processed data to generate user-specific reports (see, 
e.g., paragraphs [0044] through [0049]; paragraph [0056]). 

Regarding claim 24, Walsh discloses a computer program product comprising computer 
executable instructions embodied in a computer readable medium (see, e.g., paragraph [0025]), 
the computer program product comprising: (a) first computer code for implementing industry 
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standards data collection rules (see, e.g., paragraph [0052]); (b) a first data structure including 
user-data-to-metric-data mapping rules mapping user data sources and locations with industry 
standards metrics (see, e.g., paragraphs [0038] and [0039]); and (c) second computer code for 
translating, based on the user-data-to-metric-data mapping rules, the first computer code into 
user specific rules application computer code for applying the industry standards data collection 
rules to user-specific data (see, e.g., paragraphs [0044] through [0049]; paragraph [0056]). As 
Walsh discloses, for example in paragraph [0052], a system administrator configures the SQA 
Management System to support the requirements of an organization being audited, including 
how that organization intends to implement SQA. Once the system is properly configured, then 
the system is operable (through dynamically generate content by launching scripts, code and/or 
software calls; paragraphs [0039] and [0040]) to dynamically generate reports and automatically 
provide notifications based on escalated findings (paragraph [0052]) corresponding to 
documented auditing activities. Such automatic reporting (of notifications and formatted reports) 
is made possible through customized distributed computer-based automated Software Quality 
Assurance Management System (e.g., paragraph [0012]) disclosed by Walsh, which is 
application computer code resulting from the automatic translation of the configuration data 
(updating a core rules engine) and documented auditing activities (a user-data-to-metric-data 
mapping). 

Regarding claim 25, Walsh further discloses the first computer code implements TL 9000 
reporting rules (see, e.g., paragraphs [0001] and [0042]). 



v 
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Regarding claim 26, Walsh further discloses the first data structure includes fields that 
are customizable by an end user when user data format or location changes (see, e.g., paragraphs 
[0038], [0039] and [0051]). 

Regarding claim 27, Walsh further discloses wherein the second computer code is usable 
by a plurality of different end users with different user-data-to-metric-data mapping data 
structures to generate user specific report generation computer code tailored to each individual 
end user (see, e.g., paragraphs [0054] and [0056]). 

Regarding claim 28, Walsh further discloses: (a) third computer code for implementing 
industry standards reporting rules (see, e.g., paragraph [0052]); and (b) a second data structure 
including user-report-to-metric-data mapping rules (see, e.g., paragraphs [0038] and [0039]), and 
wherein the second computer code is adapted to translate the third computer code into user- 
specific report generation computer code based on the user-report-to-metric-data mapping rules 
in the second data structure (see, e.g., paragraphs [0044] through [0049]; paragraph [0056]). 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. Claims 5, 6, 17, and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
U.S. Patent App. Pub. No. 2002/0147620 (Walsh) in view of applicant's admitted prior art. 
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Regarding claims 5, 6, 17, and 18, although Walsh fails to expressly discloses the 
industry standard reporting rules including pharmaceutical industry standards reporting rules or 
financial industry standards reporting rules, the system disclosed by Walsh is taught as being 
configurable to implement other types of quality assurance and/or auditing programs (see, e.g, 
Walsh at paragraph [0042]), and applicant admits that such pharmaceutical industry standards 
reporting rules or financial industry standards reporting rules are known (see, e.g., Specification 
at pp. 5-6). Therefore, it would have been obvious to one of ordinary skill in the art to modify 
the system of Walsh to implement other types of quality assurance and/or auditing systems, such 
as pharmaceutical industry standards reporting rules or financial industry standards reporting 
rules, in order to gain the advantages of flexible configuration taught by Walsh (see, e.g., Walsh 
at paragraph [0042]). 

Conclusion 

13. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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14. Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Eric B. Kiss whose telephone number is (571) 272-3699. The 
Examiner can normally be reached on Tue. - Fri. 5 7:00 am - 4:30 pm. The Examiner can also be 
reached on alternate Mondays. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
supervisor, Tuan Dam, can be reached on (571) 272-3695. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry of a general nature should be directed to the TC 2100 Group receptionist: 
571-272-2100. 




Eric B. Kiss 
Primary Patent Examiner 
January 28, 2008 



